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Le Linee Guida AIOM

• Che cos’è una Linea Guida? Un insieme di norme e
comportamenti che dovrebbero elevare lo standard clinico medio,
“suggerendo” comportamenti clinici e diagnostici adeguati.

• …. Dal Decreto Balduzzi in poi, tuttavia, il rispetto di quanto
contenuto in una LG ha assunto un ruolo anche più importante, a
tutela non solo del paziente ma anche dell’operatore sanitario.

• … aspetto ribadito, anche di recente, nella normativa che
regolamenta le Società Scientifiche

• Le LG AIOM, tra le poche in Europa ad essere supportate da
Metodologia adeguata e “Stesura” Multidisciplinare, sono,
riconosciute, all’unanimità, come “le Linee Guida dell’
Oncologia Italiana.



Le Linee Guida AIOM

Obiettivi delle LG AIOM:

• Standardizzare “la pratica clinica” sulla base dell’evidenza, per
essere insieme “strumento” di formazione e di aggiornamento

• Favorire una visione multidisciplinare delle strategie di cura
(uniformità & condivisione)

• Garantire al paziente la possibilità di accedere alla “miglior cura”
sull’intero territorio nazionale

• Rendere disponibili LG, elaborate con metodologie validate, per
Istituzioni Nazionali e Regionali, Organismi Regolatori e
“Payers”
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Fumo di sigaretta

Citologia urinaria

Approccio
 Instillazione

 Trimodale

 CT 2° linea
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 20 cellule uroteliali ben preservate in 10 HpF (Thin Prep) “campione ottimale”;                                                                
 10-20 cellule uroteliali ben preservate in 10 HpF (Thin Prep) “campione soddisfacente ma limitato per bassa cellularità”;
 <10 cellule uroteliali ben preservate (Thin Prep) “campione non diagnostico”

sTCC
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*  PDD (resezione endoscopica con induttori di fluorescenza), preferibile se disponibile;

** da effettuarsi o meno, in relazione alla presumibile categoria di rischio clinico.
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Malattia Non Muscolo 
Infiltrante

Categorie prognostiche: 
fra la vecchia e la nuova classificazione…
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4.5 Terapie endovescicali adiuvanti ................................ ................................ ................................ . 20 

4.5.1 Neoplasie vescicali a basso grado, basso tasso di recidiva (neoplasia primitiva, 
solitaria, Ta, < 3 cm, assenza di CIS) ................................ ................................ ........... 21 

4.5.2 Neoplasie vescicali a basso grado, alto tasso di recidiva (neoplasia recidiva,     
         plurifocale, >3 cm, assenza di CIS) ................................ ................................ ............... 21 

4.5.3 Neoplasie vescicali ad alto grado, alto tasso di recidive ma limitato tasso di 

progressione (neoplasie alto grado primitive, singole, < 5 cm di diametro                       

in assenza di CIS e invasione linfovascolare) ................................ ...............................  22 

4.5.4 Neoplasie vescicali ad alto grado, alto tasso di recidive e elevato tasso di progressione 

(neoplasie alto grado recidive in presenza di CIS associato, presenza di invasione 

linfovascolare e positività dell’uretra prostatica) ................................ ............................  23 

sTCC



Categorie Prognostiche: il Grading tra vecchio e nuovo
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Before or ..not Before, this is the Problem ..:

CT Neoadiuvante vs CT Adiuvante 
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OS: NeoAdj. Vs Adj. Vs Surgery Alone
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Is there a Room for considering a Bladder Sparing again ?
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… Yes, 
but different

Pt’ 
Populations
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Is there a Room for considering a Bladder Sparing again ?



“These data demonstrate long-term outcomes for TMT similar to RC,

and continue to support and establish the role for bladder-preserving

TMT as an appropriate alternative to RC for well-selected patients with

MIBC who are motivated to preserve their native bladder. Engaging

patients in shared decision-making through multidisciplinary clinics is

key to more widespread utilization of this treatment strategy, and it would

be reasonable to offer it routinely, as an alternative to RC, to appropriate

candidates”
Nicholas J. Giacalone, Eur Urol 2017
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1° Line advanced Disease: CDDP >> CBDCA …



UC subtypes differ dramatically in their natural history and for                      
sensitivity to Classical Chemotherapy… 

Tumori dell’Alta Via Escretrice
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McConkey DJ et al. Eur Uro 69 (2016) 855–862 

. 



...routine Genomic Profiling may accelerate the development of eventual
novel personalized Treatment Approaches for different UC…

Tumori Alta Via Escretrice
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Sfakianos JP et al. Eur Uro 68 (2015) 970–977  

. 
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…large OS improvements awaited from
systemic treatments in U(B)C…
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Coordinatore: S. Bracarda; Segretario Scientifico: M. Rizzo

 Adding new Members

 New Biologic Data

 New Drugs and Treatment Updates

 New Informative Boxes (Do You like ? )

 New Overall Approaches ?

CONCLUSIONS

Precision	Medicine	Program	in	Urothelial Cancer

Tumori	Urotelio - edizione	2016Linee	Guida

M. Rouanne  et  al. /  Crit ical  Reviews in  Oncology/Hematology  98  (2016)  106–115  109

Fig.  1. Example  of  precision  medicine  program  in  urothelial  carcinoma.

Table  2

Selected  ongoing  cl inical  t r ials evaluat ing  molecular  targeted  therapies  in  advanced  urothelial  carcinoma.

Class of  drugs  Agent  Target  Trial  phase  Sett ing  References

Tyrosine

kinase

inhibitors

JNJ-42756493  Pan-FGFR Phase  I  Second-l ine  advanced  metastat ic  NCT02365597

BGJ398  Pan-FGFR Phase  I  Second-l ine  advanced  metastat ic  NCT01004224

Buparl isib  Pan-PI3K  Phase  II  Second-l ine  advanced  metastat ic  NCT01551030

Alisert ib  Aurora  A  Kinase  Phase  II  Second-l ine  advanced  metastat ic  NCT02109328

M onoclonal  ant ibody  Bevacizumab  VEGF Phase  III  Second-l ine  advanced  metastat ic  NCT00942331

Ant isense  oligonucleot ide  Apatorsen  HSP27  Phase  II  Second-l ine  advanced  metastat ic  NCT01780545

Histone  deacetylase  inhibitor  M ocet inostat  HDAC Phase  II  Second-l ine  advanced  metastat ic  NCT02236195

Cyclin-dependant  kinase  inhibitor  Palbocicl ib  CDKN2A  Phase  II  Second-l ine  advanced  metastat ic  NCT02334527

Ant iangiogenic  agent  Ramucirumab  VEGF-2  Phase  III  Second-l ine  advanced  metastat ic  NCT02426125

sion  cohorts  are  current ly  ongoing  in  pat ients  w ith  FGFR-aberrant

tumors. The second  study  evaluated  a pan-FGFR inhibitor,  BGJ398

(clinicalt r ials.gov  ident ifi er:  NCT01004224),  in  pat ients  w ith  solid

tumors that  expressed  FGFR abnormalit ies.  Prelim inary  analysis  of

effi cacy  data  indicated  tumor  regression  in  several  pat ients  w ith

FGFR genet ic  alterat ions.  In  5  pat ients  w ith  urothelial  carcino-

mas harboring  FGFR3  act ivat ing  mutat ions,  4  pat ients  had  tumor

shrinkage  ranging  from  27% to  48%. These  results  suggest  a high

sensit ivity  of  bladder  cancer  to  FGFR inhibit ion,  part icularly  in  a

molecularly  selected  populat ion.  A  phase  II  t r ial  evaluat ing  dovi-

t inib, a small-molecule  inhibit ing  FGFR 1,3  and  VEGFR 1, 2, 3, has

been  tested  in  44  pat ients  w ith  metastat ic  urothelial  carcinoma

w ith  or  w ithout  FGFR3  mutat ions  (M ilow sky  et  al., 2014). How -

ever, this t reatment  resulted  in  no  response  in  pat ients  w ith  FGFR3

mutat ions  and  an  overall  response  rate  of  3% in  w ild  type  FGFR3

(clinicalt r ials.gov  ident ifi er:  NCT01732107).  Due to  mult iple  mech-

anisms involved  in  FGFR3  pathw ay  act ivat ion,  addit ional  t r ials  need

to  be planned  to  target  FGFR3  w ith  alternat ive  therapeut ic  agents

(Bellmunt  et  al., 2013). Indeed, some  authors have  suggested  that

ident ifi cat ion  of  targetable  FGFR gene  fusion  may  enhanced  sensi-

t ivity  to  FGFR inhibitors  (W u  et  al., 2013). Clinical  t r ials  evaluat ing

molecular  targeted  drugs in  pat ients  w ith  MIBC are  reported  in

Table  2.

3.2. Other  RTK inhibitors

⃝  Target ing  PI3K/AKT/mTOR pathw ay

The phosphat idylinositol  3-kinase  (PI3K)/AKT/mTOR signaling

is an  essent ial  pathw ay  involved  in  various cellular  processes  such

as cell  grow th,  cell  survival  and  cell  metabolism.  Its const itut ive

act ivat ion  mainly  due to  genet ic  alterat ions  of  key  genes regulat-

M.	Rouanne et	al.	/	Critical	Reviews in	Oncology/Hematology 98	(2016)	106–115


